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DACHDNC Form for Nomination

of a Condition: Pilot Study

SECTION IIL, PART C

POPULATION-
BASED PILOT STATEMENT
STUDY

Location of
Prospective Pilot
Number of
Newborns
Screened

Number of Positive by primary test vs. 2™ tier test if applicable.
Screen Positive
Results

False Positive False positive by primary test vs. 2™ tier test if applicable.
Rate: False
Negative Rate (if
known)
Number of How 15 diagnosis confirmed [clinical, biochenucal. molecular]?

Infants
Confirmed with
Diagnosis




Pilot study data utilized In
past reviews

A Anonymous testing of residual dried
blood spots
A States which pilot a test

- Legislative requirement

- Grants/Contracts
ANBSTRN, Modell Foundation

A Other countries



Pilot study = Pilot program

A Evaluate how testing can be
Incorporated into the state screening
program
- Laboratory
- Short-term follow-up
- Long-term follow-up



Data Elements needed from
Pilot Program

1. Clinical Evidence
Test (analytic, cutoffs, etc.)
Treatment

2. Laboratory
Equipment
Staff and/or expertise to run test
High throughput




Data Elements needed from
Pilot Program

3. Follow-up Activities
- Clinical experts in place for handoff
- Treatment available, feasible



